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Compliance with Regulations
is taken seriously

F Regulations raise many complex issues and
appear to be all encompassing

F Significant effort being spent in reviewing,
interpreting, implementing

F Impacts on global sponsor operations in
many departments

F Significant concerns on the effort and
timing needed to be compliant



Compliance with Regulations
is taken seriously

Compliance with Regulations
is taken seriously

F Impact on sponsor short and long range
strategic milestones in drug development

F Need a consistent approach to address
compliance with regulations

F 90 day review is not sufficient to access
impact and become compliant



Electronic Records/Signature
Policy Statement

F Oversight Committee

– Monitor compliance process

– Clarify issues on rule interpretation

F Identify Responsibilities

– Management, project teams, operating
units, etc.



Electronic Records/Signature
Policy Statement

F Relate business practice to appropriate
components of the final rule

– Electronic Signatures - handwritten,
electronic, biometric, digital

– Electronic Records - data, documents,
computer programs, media



Electronic Records/Signature
Policy Statement

Electronic Records/Signature
Policy Statement

F Categorize systems

– Legacy to be replaced in near term

– Legacy to be updated for compliance

– New in compliance

F External business partners - CRO’s,
Contract Labs, Alliances, etc.



Educate “users” on content
and responsibilities

F Knowledgeable definition of Electronic
Records & Signatures

F Validation, audit trails, security, training,
systems documentation, etc.



Inventory and Evaluation of
affected systems

F Internal and external to the organization

F Define an evaluation model to apply across all
systems

F Define action plan to comply with final rule

– effort in time and resources

– costs

– impact on “planned” business activities

– Prioritize for implementation



Review Public Literature
on Regulations & Guidance

F Increase awareness of approaches in
meeting compliance
– Industry

– Vendors

– External business partners

F Participate in public workshops


